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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmentab—h—Haisor—with—SO—alse—take—part—in—the—work—SO—collaborates—slosely—with the

T O—toico— SO oOTTtoy

Internationall Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main tgdsk of technical committees is to prepare International Standards. Draft International Standards
adopted by |the technical committees are circulated to the member bodies for voting{)Publication as an
Internationall Standard requires approval by at least 75 % of the member bodies casting a-vote.

Attention is grawn to the possibility that some of the elements of this document¢may be the subject of patent
rights. 1ISO shall not be held responsible for identifying any or all such patent rights.

ISO 3826-2 was prepared by Technical Committee ISO/TC 76, Transfusion/ infusion and injection equipment
for medical gnd pharmaceutical use.

ISO 3826 consists of the following parts, under the general title»Plastics collapsible containers for hyman
blood and blpod components:

— Part 1: Conventional containers
— Part 2: Graphical symbols for use on labels and,instruction leaflets

— Part 3: Blood bag systems with integrated(features

iv © 1SO 2008 — All rights reserved
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Introduction

This part of ISO 3826 has been prepared to:
— reduce the need for multiple translations of words into national languages;

—_ >.
Hevices used in critical situations, thereby reducing risk of misidentification, promoting(s
batient and reducing the amount of training required by healthcare personnel;

— promote the movement of blood treatment and transfusion devices across national beundarie
— pupport the essential requirements of relevant EU Directives.

The meaning of many of these graphical symbols should be self-evident. TThe meaning of others
clearl with use or when viewed in the context of the device itself. If appropriate, the meaning of syn
be explained in accompanying literature when provided. Annex A provides examples of how
spedified in this part of ISO 3826 can be used. These are illustrative,only and do not represent th
in which requirements of this part of ISO 3826 can be met.

are medical
pfety for the
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nbols should
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Plastics collapsible containers for human blood and blood
components —

Part 2:
Graphical symbols for use on labels and instruction leaflets

1

This
med
devi
be u

use

The

Man
prob
docu

can

solutions to these problems through the use of.internationally recognized symbols with preci
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m%ols specified have been specially designed so as to be clearly legible when reproduced
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on-lipeprinting.

Scope
part of ISO 3826 addresses symbols that may be used to convey certain items” of informati

cal devices dedicated to blood collection processes and storage. The information may be req
e itself, as part of the label, or provided with the device. Many countries-require that their o

3

rg.
symbols specified in this part of ISO 3826 do not replace current)national regulatory requirem
Ifacturers seek to take costs out of labelling by reducing ‘Or rationalizing variants. This resul

mentation. As other medical devices, blood medicalevices, labelled in a number of differen
experience confusion and delay in locating the .appropriate language. This part of 1ISO 38

nings.

part of ISO 3826 is primarily intended\to. be used by manufacturers of medical devices ded
| collection, process storage and distribution, who market identical products in countries ha
lage requirements for medical device labelling.

part of ISO 3826 may also be'of assistance to different stages of the blood supply chain, e.g.
Histributors of blood collection devices (manual or automated) or other representatives of mar
blood centres and-distribution centres to simplify and secure the operating procedures.

Lise of these symbols is primarily intended for the medical device rather than the therapeutic ¢

part of ISO 3826 does not specify requirements relating to the size and colour of symbols

lly available on the labels of blood treatment and transfusion devices, and also so as to bg

bn related to
uired on the
vn language

5ed to display textual information with medical devices. This raises problems to device manufacturers and

ents.

s in a major

em of translation, design and logistics when multiple languages are included on a single labgl or piece of

t languages,
P6 proposes
sely defined

cated to the
ing different

ufacturers;

roduct.

although the
n the space
suitable for

Several of the symbols specified in this part of ISO 3826 may be suitable for application in other areas of
medical technology.

2

Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

ISO 15223-1, Medical devices — Symbols to be used with medical device labels, labelling and information to
be supplied — Part 1: General requirements

© 1SO 2008 — All rights reserved


https://standardsiso.com/api/?name=dd127a6b608ce1e722939491abdd25eb

ISO 3826-2:2008(E)

3 Terms and definitions

For the purp

3.1
basic symb

oses of this document, the following terms and definitions apply.

ol

graphical representation of a particular object or feature

3.2

compound symbol
graphical representation of a concept formed by the combination of two or more basic symbols

4 Requi

4.1 Use ¢
In use, the g
with respect
or shaded a

NOTE IS
the complete

rements for graphical symbols and their use

f symbols
raphical representation of symbols shall comply with that given in Table A~and Table 2, espe

to dimensions, including relative line thickness, orientation and the abSence or presence of
eas.

set of graphical symbols included in ISO 7000 "l and IEC 60417 {231, In that database, each gra

symbol is identified by a reference number and contains a title (in English anc\French), a graphical representation i

and vectorize
retrieval of g

i PDF format, and some additional data as applicable. Various-search and navigation facilities allow for
aphical symbols. Information on how to access this database is available through the 1SO Store 4

IEC Web Store [%! or by contacting your local national standards body.

At a distanc
associated

b that takes into account the specifics and size‘of the product and its packaging, the symbols
nhformation shall be legible when viewed _under an illumination of 215 Ix using normal v

corrected if pecessary.

4.2 Systg

The system
symbols (se

NOTE

m of symbols

of symbols shall comprise_basic symbols (see 4.3) that may be combined to form comp
p 4.4).

ustrative examples of fabels for blood treatment and transfusion medical devices, showing the use d

system of symbols, are given in Anhex A.

4.3 Basic

Basic symbg

symbols

Is canbe.tised alone, or in combination, to form compound symbols (see 4.4).

cially
filled

O and IEC jointly maintain an on-line database of graphical symbols-for use on equipment, which contains

bhical
h GIF
easy
, the

and
sion,

bund

f this
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Table 1 — Basic symbols to convey information essential for proper use

H

On medical devices or blood process application: to indicate the
presence of platelets concentrate.

ISO 7000
No. Symbol Title and description registration
number
r T
Blood or blood component container
4.31 On medical devices or blood process application: to indicate that| |SO 7000-2703
the processing or final container is used for the purpose of whole
blood or blood component storage.
L _
r 1
Double needle apheresis protocol
432 On medical devices or blood process application: to indicate’ that | |SO 7000-2753
the medical device is for use by double needle apheresis
protocol.
L |
r 1
Single needle apheresis protocol
4.33 On medical devices or blood process application: to indicate that ISP 7000-2754
the medical device is for use by single needle apheresis protocol.
L _
r T
W Whole blood
4.34 % On medical devices_ok blood process application: to indicate the ISP 7000-2718
£ presence of whole (blood before any stage of processing.
L _
r 1
Red blood.celFconcentrate
435 7, On-meédical devices or blood process application: to indicate the | |SO 7000-2712
///////A presence of red blood cells concentrate obtained after
centrifugation of whole blood.
L |
r ‘I
”
2 |Peem
4.36 On medical devices or blood process application: to indicate the ISP 7000-2707
presence of plasma obtained after centrifugation of whole blood.
b= _
r T
_I Buffy coat
On medical devices or blood process application: to Indicate the
4.3.7 @' presence of buffy coat. (Buffy coat is the combination of ISO 7000-2704
leukocyte and platelets obtained after centrifugation of whole
blood.)
L _
r T
/ Platelet trat
///A atelets concentrate
4.3.8 ISO 7000-2709

© 1SO 2008 — All rights reserved
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Table 1 (continued)

1ISO 7000
No. Symbol Title and description registration
number
r 1
‘ ‘ Anticoagulant
4.3.9 On medical devices or blood process application: to indicate the ISO 7000-2701
‘ . presence of anticoagulant.
L |
M 1
Processing
4.3.10 On medical devices or blood process application: to indicate a| SO'7000-2706
process. The symbol shall be used in conjunction with other
symbols which identify the type of process.
4 _I
3
Leukocyte filter
4.3.11 L On medical devices or blood process application:(to"indicate that| |SO 7000-2720
e | the filter is dedicated to the reduction of leukocytes in whole
blood or blood components.
_I
1
Pathogen reduced
4.3.12 On medical devices or blood'process application: to indicate the ISO 7000-3716
reduction of pathogen ageénts.
4 _I

4.4 Compound symbols

Compound gymbols are formed by combination of two or more basic symbols (see 4.3).

Where necessary, symbols shaltZbe reversed, i.e. white to black and vice-versa, to permit construction and
reproduction of the compound-Symbol.

© 180 2008 -

All rights reserved
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Table 2 — Compound symbols to convey information essential for proper use

ISO 7000
No. Symbol Title and description registration
number
Compound symbols for "solutions"
r T
Additive solution
4.41 On medical devices or blood process application: to indicate that| |SO 7000-2700
the container shows the presence of a type of solution to be
\/ llll')((;'ul VVI'l‘I'I Uil‘lb‘l L,UIIIIJUIIC‘III:-).
L _
r T
Anticoagulant solution
4.42 On medical devices or blood process application: to indicate that ISP 7000-2702
the container shows the presence of anticoagulant(salution.
L _
r T
Saline solution
4.43 AN On medical devices or blood processapplication: to indicate that| |SO 7000-2714
Vv the container shows the presence/of saline solution to be mixed
NN with other components.
L _

Compound symbols for "blood or‘blood component containers™”

NOTE 1 The compound symbols specified in 4.4.4 to 4.4.9 comprise basic symbol 4.3.1 combined with basic symbqls 4.3.4, 4.3.5,
4.3.6,4.3.7,4.3.8 and 4.3.10.

NOTE 2 The difference of density and count of lines within the basic blood symbols compared to the lines within the] relevant blood
symiol within the compound symbols is intended due to\the expected same size of use. Using the same density and count of lines
wouldl lead to a coverage of lines within the compound symbols.

r 1 .
Buffy coat.container
On medical devices or blood process application: to indicate that
4.44 e the container is used for the purpose of final or temporary ISP 7000-2705

storage of buffy coat. (Buffy coat is the combination of leukocyte
and platelets obtained after centrifugation of whole blood.)

NF

Plasma container

445 YIS, On medical devices or blood process application: to indicate that | SO 7000-2708
the container is used for the purpose of final or temporary
storage of plasma.

(3

|
L

Platelets container

On medical devices or blood process application: to indicate that| |SO 7000-2710
the container is used for the purpose of final or temporary
storage of platelets concentrate.

4.4.6

IS}
N

(

a|r
_I

Processing container

On medical devices or blood process application: to indicate that| |SO 7000-2711
the processing of final container is used for the achievement of a
process.

4.4.7 (

p-—_ |

© 1SO 2008 — All rights reserved 5
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Table 2 (continued)

ISO 7000
No. Symbol Title and description registration
number
r T
Red blood cell container
4.4.8 v On medical devices or blood process application: to indicate that| |SO 7000-2713
/717 the container is used for the purpose of final or temporary
|
storage of red blood cells.
S
L _
M T
/.-\ Whole blood container
7 O dical devi blood lication: to indicate that y
4.4.9 n medical devices or blood process application: to indicate that| (SO'7000-2719
///A the container is used for the purpose of final or temporary
storage of whole blood.
) —
U _
Compound symbols for "processes for blood and blood components"
NOTE Tlhe compound symbols specified in 4.4.10 and 4.4.11 comprise basic symbol 4.3.10 combined with basic symbols 4.3.11
and 4.3.12.

On medical devices or blood process-application: to indicate a| |SO 7000-2721
process of leukocyte filtration applied*on whole blood or blood

4.4.11

[ T
Leukocyte filtration
L
4.4.10 o —
components.
U _
F

3

Pathogen reduction processing

On medical devices-or blood process application: to indicate that
the processing-action is leading to reduction of pathogen agents.

ISO 7000-3717

4.5 Othel

symbols

Where additional graphical(symbols are utilized in the labelling of medical devices for blood treatmen{ and
transfusion, they shall bg‘in-accordance, as appropriate, with ISO 15223-1.

© 1SO 2008 — All rights reserved
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(informative)
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lllustrative examples of symbols used in the labelling of medical devices

used for blood treatment and transfusion

A.1[Blood and blood components containers: individual Tabel

I

600 ml

CPD
63 ml

7

450 ml

Figure A.1 — Example 1 of an individual label for a blood and blood components container

500 ml

AN

SAG-M

5

100 ml

Figure A.2 — Example 2 of an individual label for a blood and blood components container

© 1SO 2008 — All rights reserved
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A.2 Solution container: individual label

500 ml

A\ ‘SAG-M

oan 1
@ TV 1T

Figure A.3 — Example for an individual label for a solution container

A.3 Blood and blood components containers: collective shipping carton label

@ 600 ml

ceD ||
@ 63ml | VA

/) 450mi |

@ 500 ml
SAG-M
100 ml

@ 400 ml

Figure A.4~~/Example 1 of a collective label for shipping carton for blood
and blood components containers
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